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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 2/28/11 has been entered. 

Claim '51' (a mis-numbering of claim 53) is new. Claims 1-24, 39, 49 and 51 have been 
cancelled. Claims 25-38, 40-48, 50, 52 and mis-numbered 53 are pending and under 
examination. Applicant's amendment has necessitated a new ground of rejection. Accordingly, 
this action is FINAL. 

Withdrawn rejections: 

Applicant's amendments and arguments filed 2/28/1 1 are acknowledged and have been 
fully considered. Any rejection and/or objection not specifically addressed below is herein 
withdrawn. Claim 50 was rejected under 35 U.S.C. 102(b) as being anticipated by Lewis, Lon 
(Feeding and Care of the Horse second edition; 1995, Blackwell Publishing Professional, Ames, 
Iowa). Applicant has amended the claim to overcome the rejection and it is withdrawn. 

Claim Objections 

The numbering of claims is not in accordance with 37 CFR 1.126 which requires the 
original numbering of the claims to be preserved throughout the prosecution. When claims are 
canceled, the remaining claims must not be renumbered. When new claims are presented, they 
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must be numbered consecutively beginning with the number next following the highest 
numbered claims previously presented (whether entered or not). 
Misnumbered claim 51 been renumbered 53. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 25, 27-29, 32-34, 36, 38, 43 and 50 are rejected under 35 U.S.C. 102(b) as being 
anticipated by The American journal of obstetrics and diseases of women and children 1912, 
volume 66, W. Wood & Co., pp 893-894 as evidenced by Barth et al. (Nahrung 1997, 41(1): 2- 
12 Abstract only). 

The Journal discloses methods of treating gastritis in an infant, hence providing critical 
care to a mammal with a digestive tract disease, with an inherently energy promoting effective 
amount of whey powder in water in an effective proportion of components (pages 893-894). No 
fat is present. Therefore, instant claims 25, 32, 33, 38 and 50 are anticipated. In other words, the 
that claimed subject matter has been known in the art for almost 100 years. Barth et al. disclose 
that whey contains protein with the highest biological value because of their amino acid 
composition. Barth et al. disclose that whey is rich in B-vitamins, such B-12, has a high nutrient 
density of calcium, beneficial ratios of Ca:P and Na:K and a high content of iodine (Abstract). 
Thus whey inherently has these vitamins and minerals and these are inherent in the method of the 
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Journal. Therefore instant claims 27, 29, 34, and 36 are anticipated. Since the composition is in 
solution then it inherently has dissolved liquid vitamins and anticipates instant claim 28. Since 
whey contains proteins and amino acids then the composition comprises at least one amino acid 
and claim 43 is anticipated. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

fa) A patent ma; not be obtained though the im cm ion is noi identical I \ disclosed or described as set forth in section 102 of (his title, if the 
differences between the subject matter sought to be patented and the prior art are such that the subject matter as a whole would ha\ e been 
obvious at the lime the imcnlion was made to a person ha\ ing ordinal) skill in the art to w hich said subject mailer pertains I'alenlabilil) 
shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1. Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 25-38, 40-48, 50, 52 and 53 remain/are rejected under 35 U.S.C. 103(a) as being 



unpatentable over Lewis, Lon (Feeding and Care of the Horse second edition; 1996, Lipponcott 
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Williams and Wilkins, Media, Pa) and Lewis, Lon (Equine Clinical Nutrition Feeding and Care; 
1995, Williams & Wilkins, Media, Pa) and Parsons, HS., (Care and Management of the Older 
Horse; 2001, Trafalgar Square Publishing. North Pomfret, Vermont) and Weese et al. (Abstract; 
J. Am Vet. Med. Assoc 1999, 214(2), 229-32). 
Applicant claims: 

25, ic jrn-^t , nr-v^t dfd* " to 'a* <~ q - v nv -\ it^n^K' i an 

^ r Cv ti^f I ^ U» fhif, ' I J UN Nt wt j t 

dfeease, apprising ?he ste? i ft - ;< s ca / ad i * st* ing to t! » - - s - > an en&rgy 
j. r> otinot. u\> » r> < -it m i - ^ - 1 fd* k c 

e!?©c?jve sropo on of components 

t ~<t> PiCi ;o^| ^ - | - Ml OHit-M <~i< i AhPv 

powder &wi tensass «n Mm ®&®ppem i i - - itetoa&fvaseu! 



Determination of the scope and content of the prior art 
(MPEP 2141.01) 

In the feeding and care of the horse, Lewis provides chapters on Energy (chapter 1), 
Minerals (chapter 2), Vitamins (chapter 3), Harvested Feeds (chapter 4), Diet evaluation 
(Chapter 6), Horse Feeding Practice (chapter 8) and Feeding and Care of Horses with Health 
Problems (chapter 17) (page 4 of 14). Lewis teaches whey, which is what remains after milk 
proteins have been removed following drying, still contains 17-18% protein but is primarily 
lactose and is a source of protein for horses (page 88). It is the Examiner's position that dried 
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whey is a powder in the absence of evidence to the contrary. Lewis teaches that horses over 3 
years of age have little lactase which can be a problem for older horses who consume enough 
lactose to cause diarrhea (page 88). Lewis teaches that common horse feed contain 2-6% fat 
(page 18, right column). Thus feed supplements of 2% fat are known . Lewis teaches feeding and 
care of horses with health problems including diarrhea (a digestive tract condition) liver disease 
(hepatic dysfunction) and kidney failure (renal dysfunction) (chapter 17 title page). Thus, all of 
the instant disorders are covered in Lewis . Horses with liver disease, which reads on hepatic 
dysfunction, should be tube fed, hence enterally, with a diet that meets energy needs, protein 
needs, and be low in or not contain fat (page 296, left column). Lewis teaches that in renal 
failure a vitamin supplement is recommended to be added to the diet (page 296 Kidney Failure). 
Harvested feeds for horses include oats, hay, brewer's yeast, dried milk products, probiotics and 
bioflavonoids (chapter 4 title page). Vitamins include vitamins, A Bl, B2, C, D, E, K, niacin, 
pantothenic acid, pyridoxine, biotin, floccain, cobalamin, and choline (chapter 3, title page). The 
composition has an effective proportion of components in the absence of evidence to the 
contrary. (Please note that the Examiner only had a limited preview of this book on Google 
books and could not access all the pages at this time.) 

In equine clinical nutrition, Lewis (the same author of the feeding and care of the horse 
above) teaches that alfalfa is hay (page 16, right column). Lewis teaches that proteins are 
composed of 22 different amino acids and feeds provide a sufficient amount of each amino acid 
(page 16, left column). Lewis teaches minerals for horses including sodium chloride salt, 
calcium, molybdenum, potassium, iron, copper, iodine, selenium, manganese and magnesium 
(chapter 2 title page). Vitamins are also taught (chapter 3, title page) as well as harvested feeds 
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for horses (chapter 4, title page). Sick horse feeding and nutritional support is taught which 
includes a section on tube feeding horses, horses with intestinal disorders, renal failure and 
hepatic dysfunction (chapter 17, title page). The horse with diarrhea can be feed by stomach tube 
(page 408, diarrhea). Microorganisms from yogurt or commercial inoculants can be administered 
(page 408, right column). Vitamin supplement for renal failure is recommended (page 413, left 
column). The composition has an effective proportion of components in the absence of evidence 
to the contrary. 

Parsons teaches care and management of the older horse and adding a variety of 
supplements to the diet of the horse such as nutraceuticals such as chondroitin sulfate and 
glucosamine( which renders obvious other glucosamine derivatives) (title page, 88 and 89). 
Parsons teaches carbohydrates such as glucose and galactose as monosaccharides as energy 
supplying nutrients (Figure 1-3, page 10 of 10). Parsons teaches adding probiotics to horses with 
diahrrea and to avoid extra fat if the diarrhea is associated with liver disease (pages 210 and 
211). Electrolytes can be administered by stomach tube (page 21 1). In liver disease, the vet 
may insist on tube feeding (page 235). A good quality vitamin supplement is recommended and 
fats and oils are to be kept to a minimum (page 237). In fact, Parsons teaches not to supplement 
your horse's normal feed with additional fat or oil but to maintain adequate protein levels and 
high in carbohydrates (page 236 to top of page 237). Carbohydrates include glucose and 
galactose monosaccharides as discussed above. The composition has an effective proportion of 
components in the absence of evidence to the contrary. Micronized materials are taught (page 
237). 
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Weese et al. teach oral administration of lactase to a lactose intolerant foal (Abstract; J. 
Am Vet. Med. Assoc 1999, 214(2), 229-32). Thus, the concept of administration of lactase to 
lactose intolerant equines is established in the art. 

Ascertainment of the difference between the prior art and the claims 

(MPEP 2141.02) 

1. The difference between the instant application and Lewis is that Lewis do not 
expressly teach adding between about 1 to 5 wt% lactase or that the whey powder is smaller than 
about 45 mesh to a composition that is liquid or powder form in a method for reducing energy 
deficit in a mammal with an energy deficit due to hepatic dysfunction, renal dysfunction or 
digestive tract condition. This deficiency in Lewis is cured by common sense and the teachings 
of Weese et al. 

2. The difference between the instant application and Lewis is that Lewis do not 
expressly teach adding the nutrient component, feed component, amino acid chelate, trace 
mineral, monosaccharides, amino acids, and functional food component as instantly claimed to a 
human, dog, cow, pig, goat or sheep in a method for reducing energy deficit in a mammal with 
an energy deficit due to hepatic dysfunction, renal dysfunction or digestive tract condition. This 
deficiency in Lewis is cured by common sense and the teachings Parsons and Lewis (Equine 
Clinical Nutrition). 



Finding of prima facie obviousness 
Rational and Motivation (MPEP 2142-2143) 
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1 . It would have been obvious to one of ordinary skill in the art at the time the claimed 
invention was made to add between about 1 to 5 wt% lactase, as suggested by common sense and 
Weese et al., to the composition of Lewis in liquid or powder form, or that the whey powder is 
smaller than about 45 mesh in a method for reducing energy deficit in a mammal with an energy 
deficit due to hepatic dysfunction, renal dysfunction or digestive tract condition and produce the 
instant invention. 

One of ordinary skill in the art would have been motivated to do this because the 
textbook of Lewis clearly teaches that older horses lack lactase and a whey protein supplement 
rich in lactose can cause diarrhea. The artisan would add lactase to the composition to avoid 
causing diarrhea in the horse which can lead to dehydration and possibly death. Therefore, in 
order to avoid diarrhea it is common sense to add lactase to the diet as such a concept is already 
established by Weese et al. Regarding the amount of lactase, liquid or powder dosage form and 
the size of the whey powder, the amount of a specific ingredient in a composition, the dosage 
form of the composition and the size of particular ingredient are clearly a result effective 
parameters that a person of ordinary skill in the art would routinely optimize or can judiciously 
select. Optimization of parameters is a routine practice that would be obvious for a person of 
ordinary skill in the art to employ. It would have been customary for an artisan of ordinary skill 
to determine the optimal amount of each ingredient needed to achieve the desired results. Thus, 
absent some demonstration of unexpected results from the claimed parameters, the optimization 
of ingredient amounts would have been obvious at the time of applicant's invention. The 
expected and predictable result is reducing the energy deficit of the horse. 
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2. It would have been obvious to one of ordinary skill in the art at the time the claimed 
invention was made to add the nutrient component, feed component, amino acid chelate, trace 
mineral, monosaccharides, amino acids, liquid vitamin and functional food component as 
instantly claimed to a human, dog, cow, pig, goat or sheep, as suggested by the textbook of 
Lewis (Equine Clinical Nutrition), Parsons and common sense, in a method for reducing energy 
deficit in a mammal with an energy deficit due to hepatic dysfunction, renal dysfunction or 
digestive tract condition and produce the instant invention. 

One of ordinary skill in the art would have been motivated to do this because the art 
directs one to add these components to treat sick horses. As taught by Lewis (Equine Clinical 
Nutrition), all the amino acids are contained in the protein supplements. The expected result 
remains decreasing the energy deficit in the horse. It is known by the references that such 
compositions decrease the energy deficit, hence provide energy and would be expected to work 
in any mammal capable of digesting the product. Furthermore, it is merely judicious selection of 
an amino acid chelate or liquid vitamin in the absence of evidence to the contrary. Applicant has 
not invented amino acid chelates. A vitamin dissolved in solution would be a liquid vitamin. The 
expected and predictable result is reducing the energy deficit of the horse. 

In light of the forgoing discussion, the Examiner concludes that the subject matter 
defined by the instant claims would have been obvious within the meaning of 35 USC 103(a). 

From the teachings of the references, it is apparent that one of ordinary skill in the art 
would have had a reasonable expectation of success in producing the claimed invention. 
Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in the art at 
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the time the invention was made, as evidenced by the references, especially in the absence of 
evidence to the contrary. 
Summary: 

Equine clinical nutrition, feeding and care are well known in the art of equine care. 
Textbooks have been written for the artisan on the subject. Providing lactase to lactose intolerant 
equines is also known in the art of equine care. Therefore, supplementing an equine in need of 
supplementation due to digestive tract conditions, hepatic dysfunction and renal dysfunction to 
reduce the energy deficit in the equine with whey protein and lactase is obvious to the ordinary 
artisan in view of the cited references. 

Response to Arguments: 

Applicant asserts that Lewis, Lon (Feeding and Care of the Horse second edition; 1995, 
Blackwell Publishing Professional, Ames, Iowa) is not prior art. This argument is moot because 
the Examiner is applying the 1996 copyright date publication. 

Applicant asserts that none of the references disclose or remotely suggest administering 
to a mammal with an energy deficiency due to hepatic dysfunction, renal dysfunction, or 
digestive tract disease a composition or feed program with less than 3% fat and whey powder. 
The Examiner strongly disagrees. Clearly hepatic dysfunction, renal dysfunction, and digestive 
tract disease are health problems and Lewis is directed to feeding and care of horses with health 
problems. Lewis clearly recognized the need for protein in the equine diet and suggests whey as 
a protein source. See discussion above. Applicant asserts that "the protein sources taught to be 
administered to a horse can still result in a horse that is protein starved." This is just opinion. 
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From MPEP 716.01(c) II: The arguments of counsel cannot take the place of evidence in the 
record. In re Schulze, 346 F.2d 600, 602, 145 USPQ 716, 718 (CCPA 1965). 
The facts are: 

• whey is a known protein source for equines including sick equines and there is no 
art of record that directs the ordinary artisan not to supplement a sick equine with 
whey as a source of protein; 

• diets with 2-6% fat are known in the art for equines; 

• animals with decreased liver function should have a diet low in or not contain 
added fat; and 

• it is known to add lactase to whey to counteract lactose intolerance. 

The instantly claimed subject matter is nothing more than feeding a sick mammal a 
composition of whey protein that is low in fat. In view of the art of record, it requires no 
inventive skill to feed a sick mammal, such as a horse, whey protein that is low in fat. In view of 
the art of record, it requires no inventive skill to feed a sick mammal, such as a horse, whey 
protein and lactase to avoid intestinal distress in horse while supplying a protein source because 
it is known that older horses do not have the enzyme to metabolize the lactose in whey. Thus it 
becomes merely judicious selection of known ingredients to feed the mammal to provide energy 
in the absence of evidence to the contrary. Applicant has not supplied that evidence. 

The principles of law state: 

1. From MPEP 2141 I: "When considering obviousness of a combination of known 
elements, the operative question is thus "whether the improvement is more than 
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the predictable use of prior art elements according to their established functions." 
Id . at , 82 USPQ2d at 1396." 

2. From MPEP 716.02(a): "Evidence of a greater than expected result may also be 
shown by demonstrating an effect which is greater than the sum of each of the 
effects taken separately (i.e., demonstrating "synergism"). Merck & Co. Inc. v. 
Biocraft Laboratories Inc., 874 F.2d 804, 10 USPQ2d 1843 (Fed. Or.), cert, 
denied, 493 U.S. 975 (1989). However, a greater than additive effect is not 
necessarily sufficient to overcome a prima facie case of obviousness because such 
an effect can either be expected or unexpected. Applicants must further show that 
the results were greater than those which would have been expected from the 
prior art to an unobvious extent, and that the results are of a significant, practical 
advantage. Ex parte The NutraSweet Co., 19 USPQ2d 1586 (Bd. Pat. App. & 
Inter. 1991)." 

3. From MPEP 716.01(c) I: See, for example, In re De Blauwe, 736 F.2d 699, 705, 
222 USPQ 191, 196 (Fed. Cir. 1984) ("It is well settled that unexpected results 
must be established by factual evidence." "[AJppellants have not presented any 
experimental data showing that prior heat-shrinkable articles split. Due to the 
absence of tests comparing appellant's heat shrinkable articles with those of the 
closest prior art, we conclude that appellant's assertions of unexpected results 
constitute mere argument."). See also In re Lindner, 457 F.2d 506, 508, 

173 USPQ 356, 358 (CCPA 1972); Ex parte George, 21 USPQ2d 1058 (Bd. Pat. 
App. & Inter. 1991). 
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This rejection is based on the well established proposition of patent law that no invention 
resides in combining old ingredients of known properties where the results obtained thereby are 
no more than the additive effect of the ingredients, In re Sussman, 1943 CD. 518. Each 
component functions as on of ordinary skill in the art would expect it to function with predictable 
and expected effects. In other words, the combination of ingredients does no more than they 
would in separate sequential doses. In other words, Applicant's composition does not do 
anything unexpected in the method. Feeding a mammal whey protein is expected to reduce the 
energy deficit in the mammal because whey protein inherently contains calories, hence energy, 
for the mammal. This is common sense. 

From MPEP 2143 A: ". . .all the claimed elements were known in the prior art and one 
skilled in the art could have combined the elements as claimed by known methods with no 
change in their respective functions, and the combination yielded nothing more than predictable 

results to one of ordinary skill in the art. KSR, 550 U.S. at , 82 USPQ2d at 1395; Sakraida v. 

AG Pro, Inc., 425 U.S. 273, 282, 189 USPQ 449, 453 (1976); Anderson s-Black Rock Inc. v. 
Pavement Salvage Co., 396 U.S. 57, 62-63, 163 USPQ 673, 675 (1969); Great Atlantic & P. 
Tea Co. v. Supermarket Equipment Corp., 340 U.S. 147, 152, 87 USPQ 303, 306 (1950)." 

Respectfully, these arguments are not persuasive, no unexpected results have been shown 
and synergy has not been argued. The claims remain rejected for at least these reasons and the 
reasons of record. 
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Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ERNST V. ARNOLD whose telephone number is (571)272- 
8509. The examiner can normally be reached on M-F 7:15-4:45. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian Kwon can be reached on 571-272-0581. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Ernst V Arnold/ 

Primary Examiner, Art Unit 1613 
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